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Tai liéu théng tin thuéc

VERTIKO

Betahistin dihydrochlorid 8/16/24 mg

VERTIKO 8: VN- 20236-17
VERTIKO 16: VN -20234-17
VERTIKO 24: VN-20235-17

S6 gidy xac nhan ndi dung thong tin thudc clia Bo Y té .../XNTT/.....ngay...thang...ndm... y
Tai liéu in ngdy: ./ /20 .. -
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VERTIKO

Betahistin dihydrochlorid 8/16/24 mg

THANHPHAN

VERTIKO 8: Mdi vién nén khong bao chifa Betahistin dihydrochlorid 8 mg
VERTIKO 16: Mdi vién nén khong bao chita Betahistin dihydrochlorid 16 mg
VERTIKO 24: Mdi vién nén khding bao chita Betahistin dihydrochlorid 24 mg
Td duge: Cellulose vi tinh thé, silic dioxid keo khan, mannitol, acid citric khan,
nudc tinh khiét*, talc (micronized), magnesi stearat.

*: Bay hoi trong qué trinh sn xuAt, khong tham gia vio thanh phn cudi cla
thudc.

CHI DINH: Ditu tri héi ching Méniére nhu da duge xdc dinh bdi ba triéu
chifng cd bén sau: Chéng mét (kém bubn ndn/ndn). Suy gidm thinh gidc (ning
tai). U tai (cim nhén 4m thanh bén trong tai khong di twong dng so vdi im bén
ngodi (vi du rung vang). Diéu tri tri¢u chiing chdng méit dordi loan tién dinh.
LIEULUQNG VA CACHDUNG:

Ngudi lén (bao gom cd ngui cao tudi): 24 - 48 mg chia Iim nhidu fAn trong
ngay (1 -2 viénx 3 lin/ngiy). Nénudng thudic sau bita in. Bécsi s diéu chinh
liéu dva trén ddp tng ctia bénh nhén. Triéu chiing s& dudc ci thién sau 2 tudn
diing thudc, két qud t6t nhat 6 khi chi dat dugc sau vai thing. C nhiing chi dinh
12 di€u tri ngay tir khi khéi diu mac bénh s& phong ngira duoc su tién trién cia
bénh va/hoicnginngira symét thinh gidc trong cdc pha tdi mugn ciia bénh.

Tré em: betahistin khong dugc khuyén cdo cho tré em dudi 18 tudi do chua ¢6
d0 difliéu vé an toan va hi€u qua.

Néu bénh nhin quén ding thudc: khdng diing gdp doi lisu dé bi vio ligu di
quén.

CHONG CHI DINH: Khong dang thudc néu bi di ing (qué min cim) véi
betahistin hodc bat ky thinh phén nio clia thudc hodc néu bi u tuyén thugng
thén.

KHUYEN CAO VA THAN TRONG: Betahistin dudc coi I3 khong an toan
461 vi bénh nhn r6i loan chuyén héa porphyrin. Cin thin trong & bénh nhdn
loétda day - t4 tring hodic c6 tién sit loét da day - t4 trang. D4 thiy tinh trang
khong dung nap trén ldm sang & bénh nhin hen phé quén. Cin theo ddi chat
ché céc bénh nhén nay trong qud trinh diéu tri.

KHA NANG VANHANHMAY MOC TAUXE: Hoji chitng Méniére véi cdc
triéu chitng chng mit, i tai, gidm thinh gidc c6 dnh hudng dén kha ning 14i xe
va vin hanh mdy mdc. Betahistin c6 tdc dung khong mong mu6n hay giip 1a
dau dau, can thin trong khi I4i xe va vin hinh mdy méc.

SUDUNG CHOPHUNU CO THAI; CHO CONB:

Phu nitcd thai: Chva c6 dirliéu iy d lién quan dén viéc stt dung betahistin &
phu nit 6 thai. Nhiing nghién ciu trén dong vat ciing chua dugc day dd dé cho
thAy téc dung clia thudc khi mang thai, hoiic vdi sy phat trién phoi/thai, véi st
sinh dé va sy phat trién clia tré sd sinh. V& mit ny, chua 1o tiém ning gly
nguy cd cho phoi thai va tré mdi sinh. Khong nén ding betahistin trong thai ky,
trit khi béc i thAy cén thiét.

Cho con bii: Chuia £ sif bai tiét cia betahistin qua sifa me. Chua c6 nhiing
nghién cttu trén dong vat vé sy bai tiét betahistin qua sita. Khuyén céo khong
nén ding thudc trong sudt thdfi ky cho con bd. Tuy nhién, khi bénh nhén dang
trong thdii ky cho con b, tham khdo y kién béc si vé tim quan trong clia thudc doi
v{i bénh nhén, 1gi ich clia viéc cho con b va tiém niing nguy cd cho con bii me.
TUONG TAC THUGC: Chua c6 nghién cffu tudng tac trén cd thé séng (in
vivo) dugc tién hanh. Cic dit liéu dugc dya trén co s¢ phong thi nghiém (in
vitro) khdng nhén thiy c6 dc ché cac enzyme cytochrom P4350 trén co thé song.
Néu bénh nhan dang ding thudc Gc ché mono-amine-oxidase (MAOTs, ké ci

Tai liéu théng tin thuéc

MAO kiéu phy B (vi du selegiline)), thudc ma dutgc diing dé diéu tri trim cim
hogc Parkinson, bénh nhin nén thdng bdo cho béc i vi c4c thudc niy c6 thé
1am ting tdc dung ctia betahistin. Betahistin c6 cau tric twdng tw nhut histamin,
twong tdc thudc giia betahistin vi khang histamin c6 thé 4nh hudng dén higu
qué clia mdt trong s6 cic thudc nay.

TAC DUNG KHONG MONG MUON (ADR): Cic tic dung khéng mong
mudn sau dugc nghién citu véi cdc tin suit dugc chi dinh trén nhiing bénh
nhén dugc diéu tri véi betahistin trong cdc thi¥ nghiém 1im sing c6 kiém
sodt gid dwgc: Rat hay gip (=1/10), Hay gip (=1/100, < 1/10), ft gip
(=1/1000, < 1/100), Hi€m gip (=1/10000, < 1/1000), R4t hiém gip (<
1/10000).

Rdi logn tiéu héa: Hay gap: Buon ndn v kh tiu.

Réi loan h¢ thiin kinh: Hay gip: Dau du.

B0 sung vio cdcbiéncd dd duge bao cdo trong cc thit nghiém lim sang, céctic
dung khdng mong mu6n sau dudcbdo céo tynguyén trong qué trinh st dung sau
khi thudc lu hinh v trong céc tai liéu cu thé, Tan suit khong thé dugc ude r.'
titcac difliéusdn co va do viy dugc x€ploaila “Khongrd”

Réi logn hé mién dich: Phén ting man cam, vi du phan tng phan vé di dudc béo
cdo.

Réi logn tiéu hda: Dau da daynhe (vi du: non, dau da diy-rudt, chiding bung va
day hi). Nhitng téc dung nay thudng mat di khi udng thudc trong bita n hodic
gidmliéu.

R6i logn da va mé dudi da: Mot s6 phan tng min cim & da va dudi da di dudc
béo cdo, cu thé phi mach thin kinh, mé day, phat ban va ngifa.
QUALIEUVAXU'Trf

Trigu ching qud liéu: Mot s6 trudng hop qua liéu di duge béo cdo. Mot s6 bénh
nhéin gip cdc triéu chiing tif nhe tdi trung binh nhy butn non, non, budn ngd va
dau bung khi udng c4c liéu tdi 640 mg. Cic bién chiing nghiém trong hon bao
gom co gidt va cdc bién chitng vé phdi va tim c6 gap trong cc trrdng hop udng
qué liéu c6 chi § khi ding phoi hdp véi cdc thudc khac ciing diing qua ligu.,
Diéutrj qud liu: Khong c6 thudc gidi doc dic hiéu, dling cdc bién phap hé tro.
BAO QUAN: Bio quan dudi 30°C, trénh Am.

HANDUNG: 24 thing k€ ttngay sin xuif. @
TIEU CHUAN: BP2014

DANG BAO CHE VA QUY CACHDONG GOI:

Hop 10 vi 10 vién nénkhong bao.

8616 san xudt (Batch No.), ngay sdn xudt (Mfs. date), han dig (Exp. date): xin
xem trénnhin hip va baobi.

POCKYHUGNG DANSUDUNG TRUGC KHIDUNG

San xuittai AnDo bdi: CADILA HEALTHCARE LTD.

Sakhej-Bavla N.H.No.8A, Moraiya, Tal. Sanand, Dist. Ahmedabad 382 210,
India.
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